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21 CFR Ch. II (4–1–05 Edition) § 1310.21 

drug products, in the form and quan-
tity listed in the application submitted 
(indicated as the ‘‘date’’) are des-
ignated as exempt drug products for 
the purposes set forth in this section: 

EXEMPT DRUG PRODUCTS CONTAINING EPHED-
RINE AND THERAPEUTICALLY SIGNIFICANT 
QUANTITIES OF ANOTHER ACTIVE MEDICINAL 
INGREDIENT 

Supplier Product name Form Date 

[Reserved].

[60 FR 32463, June 22, 1995, as amended at 62 
FR 13968, Mar. 24, 1997] 

§ 1310.21 Sale by Federal departments 
or agencies of chemicals which 
could be used to manufacture con-
trolled substances. 

(a) A Federal department or agency 
may not sell from the stocks of the de-
partment or agency any chemical 
which, as determined by the Adminis-
trator of the Drug Enforcement Admin-
istration, could be used in the manu-
facture of a controlled substance, un-
less the Administrator certifies in 
writing to the head of the department 
or agency that there is no reasonable 
cause to believe that the sale of the 
specific chemical to a specific person 
would result in the illegal manufacture 
of a controlled substance. For purposes 
of this requirement, reasonable cause 
to believe means that the Administra-
tion has knowledge of facts which 
would cause a reasonable person to rea-
sonably conclude that a chemical 
would be diverted to the illegal manu-
facture of a controlled substance. 

(b) A Federal department or agency 
must request certification by submit-
ting a written request to the Adminis-
trator, Drug Enforcement Administra-
tion, Washington, DC 20537, Attention: 
Domestic Chemical Control Unit 
(ODID). A request for certification may 
be transmitted directly to the Drug 
Enforcement Administration, Domes-
tic Chemical Control Unit through 
electronic facsimile media. A request 
for certification must be submitted no 
later than fifteen calendar days before 
the proposed sale is to take place. In 
order to facilitate the sale of chemicals 
from Federal departments’ or agencies’ 
stocks, Federal departments or agen-

cies may wish to submit requests as far 
in advance of the fifteen calendar days 
as possible. The written notification of 
the proposed sale must include: 

(1) The name and amount of the 
chemical to be sold; 

(2) The name and address of the pro-
spective bidder; 

(3) The name and address of the pro-
spective end-user, in cases where a sale 
is being brokered; 

(4) Point(s) of contact for the pro-
spective bidder and, where appropriate, 
prospective end-user; and 

(5) The end use of the chemical. 
(c) Within fifteen calendar days of re-

ceipt of a request for certification, the 
Administrator will certify in writing to 
the head of the Federal department or 
agency that there is, or is not, reason-
able cause to believe that the sale of 
the specific chemical to the specific 
bidder and end-user would result in the 
illegal manufacture of a controlled 
substance. In making this determina-
tion, the following factors must be con-
sidered: 

(1) Past experience of the prospective 
bidder or end-user in the maintenance 
of effective controls against diversion 
of listed chemicals into other than le-
gitimate medical, scientific, and indus-
trial channels; 

(2) Compliance of the prospective bid-
der or end-user with applicable Fed-
eral, state and local law; 

(3) Prior conviction record of the pro-
spective bidder or end-user relating to 
listed chemicals or controlled sub-
stances under Federal or state laws; 
and 

(4) Such other factors as may be rel-
evant to and consistent with the public 
health and safety. 

(d) If the Administrator certifies to 
the head of a Federal department or 
agency that there is no reasonable 
cause to believe that the sale of a spe-
cific chemical to a prospective bidder 
and end-user will result in the illegal 
manufacture of a controlled substance, 
that certification will be effective for 
one year from the date of issuance with 
respect to further sales of the same 
chemical to the same prospective bid-
der and end-user, unless the Adminis-
trator notifies the head of the Federal 
department or agency in writing that 
the certification is withdrawn. If the 
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certification is withdrawn, DEA will 
also provide written notice to the bid-
der and end-user, which will contain a 
statement of the legal and factual basis 
for this determination. 

(e) If the Administrator determines 
there is reasonable cause to believe the 
sale of the specific chemical to a spe-
cific bidder and end-user would result 
in the illegal manufacture of a con-
trolled substance, DEA will provide 
written notice to the head of a Federal 
department or agency refusing to cer-
tify the proposed sale under the au-
thority of 21 U.S.C. 890. DEA also will 
provide, within fifteen calendar days of 
receiving a request for certification 
from a Federal department or agency, 
the same written notice to the prospec-
tive bidder and end-user, and this no-
tice also will contain a statement of 
the legal and factual basis for the re-
fusal of certification. The prospective 
bidder and end-user may, within thirty 
calendar days of receipt of notification 
of the refusal, submit written com-
ments or written objections to the Ad-
ministrator’s refusal. At the same 
time, the prospective bidder and end- 
user also may provide supporting docu-
mentation to contest the Administra-
tor’s refusal. If such written comments 
or written objections raise issues re-
garding any finding of fact or conclu-
sion of law upon which the refusal is 
based, the Administrator will recon-
sider the refusal of the proposed sale in 
light of the written comments or writ-
ten objections filed. Thereafter, within 
a reasonable time, the Administrator 
will withdraw or affirm the original re-
fusal of certification as he determines 
appropriate. The Administrator will 
provide written reasons for any affir-
mation of the original refusal. Such af-
firmation of the original refusal will 
constitute a final decision for purposes 
of judicial review under 21 U.S.C. 877. 

(f) If the Administrator determines 
there is reasonable cause to believe 
that an existing certification should be 
withdrawn, DEA will provide written 
notice to the head of a Federal depart-
ment or agency of such withdrawal 
under the authority of 21 U.S.C. 890. 
DEA also will provide, within fifteen 
calendar days of withdrawal of an ex-
isting certification, the same written 
notice to the bidder and end-user, and 

this notice also will contain a state-
ment of the legal and factual basis for 
the withdrawal. The bidder and end- 
user may, within thirty calendar days 
of receipt of notification of the with-
drawal of the existing certification, 
submit written comments or written 
objections to the Administrator’s with-
drawal. At the same time, the bidder 
and end-user also may provide sup-
porting documentation to contest the 
Administrator’s withdrawal. If such 
written comments or written objec-
tions raise issues regarding any finding 
of fact or conclusion of law upon which 
the withdrawal of the existing certifi-
cation is based, the Administrator will 
reconsider the withdrawal of the exist-
ing certification in light of the written 
comments or written objections filed. 
Thereafter, within a reasonable time, 
the Administrator will withdraw or af-
firm the original withdrawal of the ex-
isting certification as he determines 
appropriate. The Administrator will 
provide written reasons for any affir-
mation of the original withdrawal of 
the existing certification. Such affir-
mation of the original withdrawal of 
the existing certification will con-
stitute a final decision for purposes of 
judicial review under 21 U.S.C. 877. 

[68 FR 62737, Nov. 6, 2003] 
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